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REMARKS 

Applicant appreciates the thorough examination of the present application as 
evidenced by the Office Action dated July 17, 2007 (hereinafter, the "Office Action."). 
Claims 1-15 and 51 are pending in the present application. Claims 8 and 9 have been 
withdrawn from consideration. Accordingly, Applicant has canceled Claims 8 and 9 without 
prejudice. Applicant respectfully submits that Claims 1-7, 10-15 and 51 are patentable for at 
least the reasons presented herein. 

I. Objection to the Specification 

The Examiner objects to the specification on the basis that the current status of the 
parent application is not set forth. See Office Action, page 2. Applicant has amended the 
specification as suggested by the Examiner and as further presented herein in order to 
indicate the status of the parent application as "now abandoned." Accordingly, Applicant 
respectfully requests that this objection be withdrawn. 

II. Claim Rejection Under 35 U.S.C. § 112, First Paragraph 

Claim 51 stands rejected under 35 U.S.C. § 1 12, first paragraph, as lacking 
enablement. See Office Action, page 3. Applicant has amended Claim 51 to recite a method 
of treating vasomotor symptoms in a subject afflicted therewith consistent with the 
Examiner's statement that the specification is enabled for "a method directed to the treatment 
of one or more vasomotor symptoms in a patient suffering therefrom." Office Action, page 3. 
Accordingly, Applicant respectfully requests that this rejection be withdrawn. 

III. Claim Rejections Under 35 U.S.C. §103 

Claims 1-7, 10-15 and 51 stand rejected under 35 U.S.C. §103(a) as being 
unpatentable over U.S. Patent No. 5,108,995 to Casper (hereinafter, "Casper"). More 
specifically, the Office Action asserts that M [t]he differences between the above and the 
claimed subject matter lies in that Casper fails to disclose the presently claimed progestin 
dosage amounts and megestrol acetate as the progestin compound" (Office Action, page 6), 
and such differences would have been obvious at the time of the present invention to a person 
having ordinary skill in the art. Applicant respectfully disagrees with this assertion. 
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The fundamental differences between the disclosure of the cited reference and the 
present invention fail to lead one of ordinary skill in the art toward the present invention. 
Casper merely provides a general proposal for a method of treating a female comprising, 
among other things, administering a combination of estrogen and progestin compounds as 
recited therein. This proposal does not disclose the presently claimed progestin dosage 
amounts or the specific compounds presently claimed. Without more, one of ordinary skill in 
the art is not directed to methods of treating vasomotor symptoms as recited in Claim 1 or 
methods for treating vasomotor symptoms in a subject afflicted therewith as recited in Claim 
5 1 . The Office Action asserts, however, that it would have been a matter of routine 
experimentation to make these selections. See Office Action, page 6. Applicant respectfully 
submits that it is only through impermissible hindsight reconstruction using the present 
application as a guide is one of ordinary skill in the art provided with the direction to arrive at 
the specific compounds and dosages. In particular, the explicit teachings in the Examples in 
the present application (see paragraphs [0051] through [0056]) provide very specific 
methodologies that are distinct from those in Casper. Absent the teachings of the present 
application, one of ordinary skill in the art must rely upon far more that "routine" 
experimentation to arrive at the presently claimed invention. Instead, one of ordinary skill in 
the art is relegated to exhaustive picking and choosing of compounds followed by exhaustive 
picking and choosing of specific dosage ranges resulting in undue experimentation without 
any guarantee of arriving at the present invention absent using the present application as a 
roadmap. Accordingly, Applicant respectfully submits that the present invention is not 
obvious in view of Casper. 

Applicant appreciates the Examiner's suggestions to overcome the objections as well 
as claim rejection under 35 U.S.C. § 1 12, which suggestions have been adopted as noted 
above. In view of the fundamental differences between the proposals in Casper and the 
presently claimed invention as well as the data presented in the Examples, Applicant 
respectfully requests the Examiner to suggest acceptable claim language in the event that the 
Examiner is unwilling to allow the present application after consideration of the present 
Amendment. 
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Conclusion 



In view of the foregoing amendments and remarks, Applicant respectfully requests 
that all outstanding objections and rejections be withdrawn and that a Notice of Allowance be 
issued in due course. 

The Examiner is invited and encouraged to contact the undersigned directly if such 
contact will expedite the prosecution of the pending claims to issue. In any event, any 
questions that the Examiner may have should be directed to the undersigned, who may be 
reached at (919) 854-1400. 



USPTO Customer No. 20792 
Myers Bigel Sibley & Sajovec, P.A. 
P.O. Box 37428 
Raleigh, North Carolina 27627 
Telephone: (919) 854-1400 
Facsimile: (919) 854-1401 




Shawna Cannon Lemon 
Registration No. 53,888 
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